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Dw Comrniseioncr Hemmy: 

As you know, the amount and complexi~ of the Mxmatiofi pubIished are substantial. 
The infomm.tio~ published in the Federal Register estabtihes anew docket relevant to ephedra 
prodllcts whichwe undwtand contaias 15,000 hi 20,000 pages of miihrhl, about 10 linear feet 
of documcsts. ‘Ihe docket confaias some 270 adwmu event mpork (AJZ&) e9 well as the 
re~tsoftwaintcmalFDArwiew~.s~mterPslaxpGFt~, aud their associated -- :j-.- 3 
supporting material relevant to 140 of the AERr. It took FDA well over a year to cox~pl’etc this 
analysis, and the 130 most recent Arms baw yetto be caxfblly analyzed- 

As you how, the &md Ac.wu&g Of&e WE! aighly aiticd of the psoccss’ a& - 
scbtific soundness of the data and analysis used by FDA ia prcpaDgitsprppascddosagelimits 
on q~hcdre products. WC commend you fm ta&g them &i&ms sexiously and frrr beginning a 
new process for coming to a decision regarding these product. However, in order to address the 
GAO’s criticisms, particularly those related to analysis and openness, and to ensun the best 
public health outcome, we b&eve it is essential that tbc pubJit be given ad- time to review 
agd wxefUy analyze the m&d. W& also believe thtpub&c forums should be held afkr the 180 
day comment period so there un be a fU discussion of all relevant issuw. WC w conccmtd 
about the reports akging ad&se ~&ctions related to ephedra consum~on anti believe that t3ae 
process we have outlined will inmasc the ability of thk agency to an$ze the dlta and adopt the 
most appropriate regulator rrsponsc. 

Thank you fb’r your attention to dur rcqucst We look fomard to your reply. 

Q&-y ++jL . 
U.S. Senator U.S. senator ’ 


